3 4Rnt COOPERATION treaty 

m 

PCT 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



rec'd 2 6 APR 2004 



WIPO 



PCT 



t e DEC 2004 



Applicant's or agent's file reference 
100338.54173WO 



International application No. 
PCT/US03/04866 



FOR FURTHER ACTION . Notification of Transmittal of International 

Preliminary Examination Report (Form PCT/IPEA/416) 



International filing date (day/month/year) 
21 February 2003 (21.02.2003) 



mternational Patent Classification QPQ or national classification and IPC 
IPC(7): A61K 9/22, 9/32, 9/36 and US CI: 424/468, 470, 480, 482 



Priority date (day/month/year) 
21 February 2002 (21.02.2002) 



Applii 

BIOVAIL LABORATORIES, INC, 



1. ^jntenmtional prehminary examination report has been prepared by this International Prelirninary 
bxammmg Authority and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of ^ 

□ 



sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
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before this Authority (see Rulemi6 and Section 607 of the Administrative Instructions under the PCT). 
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i 
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I. Basis of the report 



1 . With regard to the elements of the international application:* 
the international application as originally filed, 
the description: 

pages 1269; as originally filed 

pages NONE , filed with the demand 

, filed with the letter of 



pages NONE 

the claims: 
pages 70-75 



pages NONE 



pages NONE 



pages NONE 



as originally filed 

as amended (together with any statement) under Article 19 
filed with the demand 

filed with the letter of 



the drawings: 
pages 1-25 



pages NONE 



pages NONE 



_^ as originally filed 

, filed with the demand 

, filed with the letter of 



I I the sequence listing part of the description: 
pages NONE t as originally filed 



pages NONE 



pages NONE 



filed with the demand 
, filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was fi^ed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in printed form. 

□ 

filed together with the international application in computer readable form. 
I furnished subsequently to this Authority in written form. 

□ 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing 
has been furnished. 

The amendments have resulted in the cancellation of: 

the description, pages NONE 
[~1 the claims, Nos. NONE 

□ 

the drawings, sheets/fig NONE 

This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets whicfi Iiave beenfiiniished to tlie receiving Office in response to an invitation under Article 14 are referred to in 
this report as "originally filed 0 and are not annexed to this report since tliey do not contain amendments (Rules 70.16 and 70.17). 
** Any replacement sheet containing sucli amendments must be referred to under item 1 and annexed to tltis report. 
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V. Reasoned statement under Rule 66.2(a)(U) with regard to novelty, inventive sti 
citations and explanations supporting such statement _ 


^p or industrial applicability; 


1. STATEMENT 






Novelty (N) 


Claims 1-28 


YES 


Claims NONE 


NO 


Inventive Step (IS) 


Claims 1-28 


YES 


Claims NONE 


NO 


Industrial Applicability (IA) 


Claims 1-28 


YES 


Claims NONE 


NO 









2. CITATIONS AND EXPLANATIONS , 
Claims 1-28 meet the criteria set out in PCT Article 33GM3). because the prior art does not teach or fairly su 88^ ^pplKante 
particular modified release pharmaceutical composition comprised of tramadol havmg the distinct in vitro dissolution profiles 
descnbed The modified release tramadol dosage form being formulated to induce a statistically significant lower mean flucmat.on 
Sta the plasma than an immediate release composition of tramadol while maintaining bioavailability substantially equivalent to 
that of the immediate release composition. 

Claims 1-28 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the 

can be made or used in industry. The dosage form is useful in medicine because it improves patient compliance by reducing the 

number of daily dosages required to control pain. 
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